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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 6/21/2006 . 
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DETAILED ACTION 
Status of the Application 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/21/2006 has been entered. 

Claim(s) 1-73 has been cancelled. Claim(s) 113-129 have been added. Claim(s) 
74-129 are pending. Claim(s) 74, 76, 78-81, 88, 90, 99-112 been amended. Claim(s) 
74-129 are examined herein. 

Applicant's arguments have been fully considered but found not persuasive. The 
103(a) rejection is maintained for reasons of record and now reflects the new 
amendments to the claims below. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 74-129 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fishbein (US Patent 6,576,659). 
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Fishbein teaches the treatment of wounds, in general, with an effective amount of 
oxandrolone. In particular, the patient is experiencing involuntary weight loss as a result 
of the wound (abstract; col. 3, lines 20-23). Examples of wounds are punctures, 
incisions, excisions, lacerations, abrasions, ulcers and burns (col. 3, lines 51-56). Oral 
(systemic) and topical administrations are taught (col. 3, line 60 to col. 4, line 14). The 
preferred effective amount as disclosed by Fishbein et al. is about 1-100 mg per day 
(col. 4, lines 29-30), encompassing the preferred amounts herein as stated in the 
specification (pg. 14, lines 1-3). 

Fishbein does not specifically teach the preferred dosage nor does Fishbein 
teach of the specific instances of wound treatment as claimed herein. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to treat the wounds as instantly claimed because Fishbein teaches the 
treatment of wounds in general. Accordingly, absent a showing of unexpected results, 
the skilled artisan would have been motivated to treat each of the individual instances of 
wounds, as herein claimed, because of an expectation of success in treating the various 
species of wounds encompassed by the genus of wounds taught by Fishbein. 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to treat wounds utilizing the claimed dosages because Fishbein 
teaches the treatment of wounds utilizing oxandrolone in general and it is well 
established that "where the general conditions of a claim are disclosed in the prior art, it 
is not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Allen 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
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Response to Arguments 

Applicant argues that the pending claims do not relate to a method of treatment 
comprising administration of oxandrolone per se, as taught by Fishbein et al., but 
instead relate to the administration of an anabolic steroid exhibiting the specified 
functional characteristics, such as expression of type I and/or type III procollagen by 
human fibroblasts. 

Examiner respectfully points out that the invention disclosed by Fishbein et al. 
does indeed read on the claimed anabolic steroid. Moreover, the limitations regarding 
the expression of type I and/or type III procollagen by human fibroblasts is an inherent 
property of oxandrolone administration. 

It is well known in Patent Law that if applicants are claiming a biological pathway 
as the basis for their invention then a mechanism by which the active ingredient gives 
the pharmacological effect does not alter the fact that the compound has been 
previously used to obtain the same pharmacological effects which would result from the 
claimed method. The patient, condition to be treated, and the effect are the same. An 
explanation of why that effect occurs does not make novel or even unobvious the 
treatment of the conditions encompasses by the claims. Furthermore, applicant's 
arguments herein are related to the mechanism of action of an agent in the treatment. 
Note that the mechanism of action of an agent in the treatment, by itself, does not have 
a bearing on the patentability of the invention if the method steps are already known 
even though applicant has proposed or claimed the mechanism. Applicant's recitation 
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of a new mechanism of action for the prior art method will not, by itself, distinguish the 
instant claims over the prior art teaching the same or nearly the same method steps. 

"Products of identical chemical composition can not have mutual exclusive 
properties." Any properties exhibited by or benefits from are not given any patentable 
weight over the prior art provided the composition is inherent. A chemical composition 
and its properties are inseparable. Therefore, if the prior art teaches the identical 
chemical structure, the disclosed properties are necessarily present. In re Spada, 91 1 
F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. Cir. 1990). See MPEP 2112.01. The 
burden is shifted to the applicant to show that the prior art product does not inherently 
possess the same properties as the instantly claimed product. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong S. Chong whose telephone number is (571)-272- 
8513. The examiner can normally be reached on M-F, 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, SREENI PADMANABHAN can be reached on (571)-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
(571)-273-8300. 



Application/Control Number: 10/058,066 



Page 6 



Art Unit: 1617 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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